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1 . (Currently amended) A process for the preparation of montelukast or a salt 
thereof, said process comprising reacting a late intermediate compound which is 2 [1 
[1 R 3 [2 (7 ch l oro qu i no li n 2 y l ) v i ny l [phony ! ] 3 [2 mothoxy oarbony l phony l jpropy l 
sulfony l mothyljcyo l o propy l ]acot i o ac i d having the formula- 



|\^CH 2 COOH 



COOCH 3 




or a salt thereof with methyl magnesium chloride or methyl magnesium bromide in an 
organic solvent. 



2. (Currently amended) The process of claim 1 , further comprising reacting an 
earlier intermediate compound which is mothy l 2 (3 R (3 (2 (7 ch l oro 2 quino l iny l ) 
eth e nyl) 3 hydroxy propy l ) bonzoato having the formula: 




with methane sulfonyl chloride or toluene sulfonyl chloride to obtain a mesylated or 
tosylated derivative of said earlier intermediate compound; followed by a reaction of 
said mesylated or tosylated derivative with 1-mercapto methyl cyclopropane acetic acid 
in a polar solvent in [[a]] the presence of a base to obtain said late intermediate 
compound. 



3. (Currently amended) The process of claim 1 , wherein said late intermediate 
compound is an amine salt of 2 [1 [1 R 3 [2 (7 chloro qu i no li n 2 yl) vinyl [pheny l ] 3 [2 
methoxy carbony l phonyljpropy l sulfony l mothy l jcyclo propyl]ac o tic acid the compound 
having the formula: 
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|\^CH 2 COOH 



COOCH3 




4. (Currently amended) The process of claim 1 , wherein said late intermediate 
compound is a dicyclohexyl amine salt of ?[i [1 R 3 [2 (7 r hl o r n q uinolin 2 y l ) v in y l 
[phenyl] 3 [2 mothoxy carbony l 



the compound having the formula: 



pheny l ]propyl su l fonyl mothyl]cyc l o propyl]acotic ao i d 



J\^CH 2 COOH 



COOCH3 



CI 




5. (Currently amended) The process of claim 4, wherein said reacting step 
further includes treating said dicyclohexyl amine salt of ? [1 [1 R 3 [2 (7 chloro quinolin 
2 - y l ) vinyl [phony l ] 3 [2 mothoxy carbonyl ' 



propy l ]acotic aoid the compound having the formula: 



phony l ]propyl sulfonyl mothy l ]cyclo 




|\,CH 2 COOH 

H 2 CS 



COOCH3 




with an organic acid prior to the reaction with said methyl magnesium chloride or methyl 
magnesium bromide. 



6. (Original) The process of claim 5, wherein said organic acid is acetic acid. 

7. (Currently amended) The process of claim 1 , wherein said organic solvent 
is selected from the group consisting of tetrahydrofuran, diethyl ether, diisopropyl ether, 
2-methoxy ethanol, toluene, ethyl benzene, 1,4-dioxane, and the mixtures thereof. 
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8. (Original) The process of claim 1 , wherein said reacting step is carried out at 
a temperature ranging from about -10 °C to about 50 °C. 

9. (Currently amended) The process of claim 4, wherein said reacting step 
further includes converting said dicyclohexyl amine salt of2-f1 [1 P. 3 [2 (7 chloro 
q u in o lin 2 y l ) viny l [ p h e ny l ] 3 [2 moth ov y ca rbonyl phcnyl] P r o py l . ulfonyl m cU, y l ] o y olo 
propy l ]ac o t i c acid the compound having the formula: 

(\CH2COOH 

COOCH 3 




to [[a]] montelukast free acid, followed by a conversion of said montelukast free acid to 
an amine salt of montelukast. 

1 0. (Currently amended) The process of claim 9, wherein said amine salt of 
montelukast is a tertiary butyl amine salt or a phenyl ethylamine salt. 

1 1 . (Original) The process of claim 9, wherein said montelukast free acid is 
isolated from a solvent selected from the group consisting of toluene, ethyl acetate, 
acetonitrile, heptane, hexane and mixtures thereof, and purified by precipitating it from a 
solvent selected from the group consisting of toluene, methanol, ethanol, isopropanol, 
n-propanol, ethyl acetate, methyl acetate, acetonitrile and mixtures thereof. 

12. (Original) The process of claim 9, further comprising converting said amine 
salt of montelukast to a sodium salt of montelukast. 

1 3. (Currently amended) The process of claim 1 , wherein said starting late 
intermediate compound is reacted with methyl magnesium chloride in a mixture of 
tetrahydrofurano tetrahvdrofuran and toluene. 
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14. (Original) The process of claim 2, wherein said base is selected from sodium 
methoxide, sodium ethoxide, sodium hydride and n-butyl lithium. 

1 5. (Original) The process of claim 14, wherein said polar solvent is selected 
from the group consisting of methanol, dichloromethane, dimethylformamide and 
mixtures thereof. 



16. (Currently amended) A process for the preparation of montelukast sodium 
comprising: 

(i) providing a solution of starting montelukast free acid in a halogenated 
solvent, aromatic solvent, or mixtures thereof; 

(ii) treating said solution with an alcoholic base to convert said montelukast 
free acid into a sodium salt of montelukast; and 

(iii) adding a cyclic or acyclic hydrocarbon solvent to said solution thereby 
precipitating said sodium salt of montelukast. 

17. (Currently amended) The process of claim 16, wherein said starting 
montelukast free acid is generated in situ from an amine salt of montelukast in the 
presence of an organic acid. 

1 8. (Original) The process of claim 16, wherein said halogenated solvent is 
selected from the group consisting of chloroform, dichloromethane, and dichloroethane. 

1 9. (Original) The process of claim 1 6, wherein said halogenated solvent is 
dichloromethane. 

20. (Currently amended) The process of claim 16, wherein said aromatic 
solvent is selected from the group consisting of toluene, ethyl benzene ©F and xylene. 



21 . (Currently amended) The process of claim 20 16, wherein said aromatic 
solvent is toluene. 
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22. (Original) The process of claim 16, wherein said organic acid is acetic acid. 

23. (Currently amended) The process of claim 16, wherein the alcoholic base is 
selected from the group consisting of sodium hydroxide, sodium methoxide or sodium 
ethoxide in methanol, ethanol, propanol, butanol, 2-propanol or tert-butanol. 

24. (Currently amended) The process of claim 16, wherein the alcoholic base is 
methanolic sodium hydroxide. 

25. (Currently amended) The process of claim 1 7, wherein said amine salt of 
montelukast is a tertiary butyl amine salt or a phenyl ethylamine salt. 

26. (Original) The process of claim 16, wherein said hydrocarbon solvent is 
selected from the group consisting of cyclohexane, hexane, n-heptane and mixtures 
thereof. 



27. (Currently amended) The process of claim 1 7, further comprising reacting 
2 [1 [1 R 3 [2 (7 chloro quinolin 2 y l ) v i ny l [phenyl] 3 [2 mothoxy carbonylphonyl]propy l 
sulfony l mothy l ]cyclo propyljacotic acid the compound having the formula- 




or a salt thereof with methyl magnesium bromide or methyl magnesium chloride in 
toluene, tetrahydrofuran, diethyl ether or diisopropyl ether to obtain said amine salt of 
montelukast. 



